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DETAILED ACTION 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on January 2, 2008 has been entered. 

2. Claims 17 and 19 have been cancelled. 

3. Claims 1-16, 18 and 20-31 are currently pending. 

4. In the reply filed on July 11, 2006, applicant elected Group I, now claims 1-16, 18 and 31 
without traverse. 

5. Claim 20-30 are withdrawn from further consideration pursuant to 37 CFR 1 .142(b) as 
being drawn to a nonelected invention, there being no allowable generic or linking claim. 
Election was made without traverse in the reply filed on July 11, 2006. 

6. Claims 1-16, 18 and 31 are examined on the merits. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application lor patent in the United States. 
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7. Claims 1, 3, 4, 8, 10, 13, 15, 18 and 31 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Brennan (AU 200157788) with Hynes (US 2002/0192350) providing evidence of 
inherent characteristics in Brennan. 

Brennan teaches an effervescent tablet which contains cranberry extract. The cranberry 
extract used in formulating the tablet is a water soluble powdered concentrate from cranberry 
juice (see page 8, lines 22-end). Brennan does not state that this concentrate contains 
proanthocyanidins. However, Hynes shows that proanthocyanidins are inherently found in 
cranberry juice. Thus, the cranberry juice concentrate used in Brennan would also inherently 
contains proanthocyanidins. 

Brennan teaches an example of the effervescent tablet which contains citric acid, sodium 
bicarbonate, 200 mg of cranberry extract, 1451 mg of lactose, sucralose, blackcurrant flavor and 
polyethylene glycol to form a 4000 mg tablet (see Example spanning pages 12 and 13). Page 8 
of applicant's specification defines lactose as a binder and polyethylene glycol as a lubricant. 
The reference example contains 5% cranberry (200 mg / 4000 mg) and 36% binder (1451 mg/ 
4000 mg). The reference teaches that the composition is active against Escherichia coli and 
urinary tract infections (see page 10). 

The reference does not specifically teach that the tablet disintegrates in the manner 
claimed or that the tablet is free of picking, capping, die wall etching and lamination. However, 
since the reference tablet and the claimed tablet contain the same ingredients as claimed in the 
same amounts as claimed, the reference tablet would have to have these same characteristics. If 
the reference tablet does not have these characteristics, then applicant's claimed tablet is missing 
key elements and would not function as claimed. 
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Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

8. Claims 1, 5-9 and 3 1 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Brennan in view of Mann (US 6,23 1,866). 

As discussed above, Brennan teaches an effervescent tablet which contains cranberry 
extract as the active pharmaceutical ingredient. The reference teaches that the tablet is useful for 
treating urinary tract infections (see page 10). The reference teaches a specific example which 
uses 200 mg of cranberry extract. The reference also states that the active ingredients can be 
included in amounts of 500 mg or more (see page 8, lines 15-19); however, it does not teach a 
specific example using these higher amounts of cranberry extract. 

Mann teaches using cranberry extract to treat urinary tract infections. The reference 
teaches that dosages between 50 to 5000 mg are useful dosages (see column 2, lines 18-39 and 
column 8, lines 20-23). Thus, an artisan of ordinary skill would reasonably expect that these 
dosages of cranberry extract would be useful in the effervescent tablet taught by Brennan to treat 
urinary tract infections. Based on this reasonable expectation of successful results, an artisan of 
ordinary skill would have been motivated to modify the tablet taught by Brennan to include 
cranberry amounts within the dosages taught by Mann. Thus, the combination of the references 
properly teaches the stated claims. 
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9. Claims 1,11, and 12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Brennan in view of Higuchi (US 3,764,668). 

As discussed above, Brennan teaches an effervescent tablet which contains citric acid, 
sodium bicarbonate, 200 mg of cranberry extract, and polyethylene glycol. The reference does 
not specifically teach including sorbitol and sodium benzoate in the tablet. 

Higuchi teaches that using 0.1 to 20% of ingredients such as sorbitol and sodium 
benzoate while making effervescent compositions was conventional and known in the art at the 
time of the invention (see column 4, lines 45-55 and 63). Thus, an artisan of ordinary skill 
would have reasonably expected that these conventional ingredients could be used successfully 
in the tablet taught by Brennan. This reasonable expectation of success would have motivated 
the artisan to modify the tablet of Brennan to ingredient sorbitol and sodium benzoate. 

10. Claims 1 and 14 are rejected under 35 U.S.C. 103(a) as being unpatentable over Brennan 
in view of Mann (US 2002/0102336). 

The teachings of Brennan are discussed above. Brennan teaches using cranberry powder 
mixed with a carrier prior to use in the effervescent tablet (see page 8, lines 22-25) but does not 
specifically teach using magnesium hydroxide. 

Mann teaches using a liquid solution comprising magnesium hydroxide to stabilize 
cranberry extract. The liquid solution and the cranberry extract are mixed and then dried to form 
a stable cranberry extract powder (see paragraph 15). Thus, an artisan of ordinary skill would 
have reasonably expected that the stability of the cranberry extract powder used in Brennan 
could have been improved if it was processed with magnesium hydroxide as taught by Mann. 
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This reasonable expectation of success would have motivated the artisan to modify Brennan to 
include magnesium hydroxide. 

11. Claims 1,2,5-10, 13, 16, 18 and 31 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Nawar in view of Lieberman et al. eds. {Pharmaceutical Dosage Forms: 
Tablets. Second Edition, volume 1. New York: Marcel Dekker, Inc. 1989. pp. 285-303). 

Nawar teaches pharmaceutical compositions which comprise cranberry seed oil. The 
reference teaches formulating the composition into oral dosage forms that contains 1 to 1000 mg 
of the cranberry seed oil (see column 8, lines 55-59 and column 19, lines 28-40). The reference 
does not specifically teach formulating the composition into an effervescent tablet. 

Lieberman teaches making effervescent tablets using effervescent acids and bases, 
binders, lubricants and flavoring agents (see pages 287-292, 294). The reference also discusses 
how to create an effervescent tablet that contains oil (see page 298). The reference teaches that it 
is important to formulate a tablet that dissolves completely and quickly, specifically in less than 
two minutes (see pages 287 and 302). The reference also teaches that it is important to formulate 
the tablet in a manner that does not result in picking, capping, die wall etching and lamination of 
the tablet (see page 299). 

The reference teaches that effervescent tablets are superior dosage forms because they are 
convenient, easy-to-use, premeasured and can be individually packaged to avoid product 
instability. The reference also teaches that formulating pharmaceuticals into effervescent tablets 
increases the bioavailability of the pharmaceutical (see page 285 and 286). Thus, an artisan of 
ordinary skill would reasonably expect that the cranberry seed oil pharmaceutical composition 
taught by Nawar could be improved by formulating the composition into an effervescent tablet as 
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taught by Lieberman. This reasonable expectation of success would motivate the artisan to 
modify Nawar to include formulating the cranberry seed oil into an effervescent tablet as taught 
by Lieberman. 

Thus, Nawar and Lieberman taken together are considered to teach an effervescent tablet 
which contains cranberry seed oil. The references do not specifically teach that the tablets have 
the hardness claimed by applicant or using the amount of binder claimed by applicant. However, 
Lieberman teaches that modifying the hardness and amount of binder used improves the physical 
characteristics of the tablet and reduces picking, capping, die wall etching and lamination (see 
page 299). Lieberman also teaches that it is important to optimize the hardness of the tablet 
because the hardness is related to the amount of time it takes for the tablet to dissolve (see page 
302). "[W]here the general conditions of a claim are disclosed in the prior art, it is not inventive 
to discover the optimum or workable ranges by routine experimentation." In re Aller, 220 F.2d 
454, 456, 105 USPQ 233, 235 (CCPA 1955). Thus, it would have been obvious for an artisan of 
ordinary skill to modify the hardness of the tablet and the amount of binder used in the tablet 
because Lieberman teaches these are conditions that can be varied in order to produce the 
optimal tablet. Therefore, absent some demonstration of unexpected results from the claimed 
parameters, this optimization of ingredient amount would have been obvious at the time of 
applicant's invention. 



12. No claims are allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Susan Coe Hoffman whose telephone number is (571) 272-0963. 
The examiner can normally be reached on Monday-Thursday, 9:30-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on (571) 272-0775. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Susan Coe Hoffman/ 

Primary Examiner, Art Unit 1655 



